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PREAMBLE

r. rNrRqplicuoN

Underthe authority of $ 5(e) of the Toxic Substances Control Act ("TSCA") (15 U.S.C.

260a(e)), the Environmental Protection Agency ("EPA" or "the Agency") issues the attached

Order, regarding the premanufacture notices ("PMN") P-12-0241for the chemical substance f

I and P-12-0242 for the chemical substance il

("the PMN

substances) submitted by ] ("the Company"), to take effect upon

expiration of the PMN review period. The Company subrnitted the PMNs to EPA pursuant to $

5(aX1) of TSCA and 40 CFR Part 720

Under $ l5 of TSCA, it is unla\^rful for any person tg fail or refuse to comply with any

provision of $ 5 or any order issued under $ 5. Violators may be subject to various penalties and

to both criminal and civil liability pursuant to $ 16, and to specific enforcement and seizure

pursuant to $ 17. In addition, chemical substances subject to an Order issue d under $ 5 of

TSCA, such as this one, are subject to the $ l2(b) export notice requirement,
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II. SUMMARY QF TERM$gF THE O.E.DEE

The Consent Order for this PMN substances requires the Company to:

(a) record and report

impurities;

] starting raw material

(b)submittoEPAcertainfatetestingbeforemanufacturingorimportingatotaloff

-]oft1rePMNsubstancedescribedinP-12.0241andf]ofthePMN
substance described in P-12-0247;

(c) submit to EPA certain fate and toxicity testing beflore manufacturing or irnporting a total of

tElofthePMNsubstancedescrihedinP-I2.0241andf]ofthePMN

substance described in P-12-0242;

(d) not exceed the maximum established levels of ] irnpurities;

(e) not manufacture the PMN substance described in P-12-0241 beyond an annual aggregate

manufacture and irnportation volume of

(D not manufacture the PMN substance described in P-12-02.42 beyond an annual aggregate

manufacture and importation volume of

(0 not distribute the PMN substance for use

l; and,

(g) maintain certain records.

III. CONTENTS OF PMry

By signing this Order, the Company represents that it has carefully reviewed this document and

agrees that all information herein that is claimed as confidential by the Company is correctly

identified within brackets and that any information that is not bracketed is not clairned as
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confidential. To make this document available for public viewing, EPA will remove only the

information contained within the brackets.

Conf,d.eptial Business Information Clgi{Irs (Bl4gketed in the P-reamblg and Order): Company
identity; chemical identity; impurities; production volume; specific use; operation descriptions,
including exposure and release estimates; and physical/chemical properties.

Chemical Identity (P- 1 L0241 );

Specific;

Generic: 2-Propenoic acid, 2-methyl-, Z-hydroxyethyl ester, telorners with C 18-26-alkyl
acrylate, 1 -dodes anethiol, N (hydroxymethyl)-2 -methyl -2 -propenamide,
polyfluorooctyl methacrylale,2,2'-[ 1,2-diazenediylbis(1-rnethylethylidene)]-bis[4,5-
dihydro- 1 H-imidazolel hydrochloride ( I :2)-initiated

Use:

Specific:

Generic: Water and oil repcllant

Maxi$rum l2-Metnth Production Volumgi ff
Test_Data, Submitted with. PI[N: none

Chernical Identity (P: 1 2-02{2):

Specific:

Generic: 2-Propenoic acid, 2-rnethyl-, C 16- I I alkyl esters, te lomers with 3-chloro-2-
hydroxypropyl methacrylate, 1 -dodecanethiol, N-(hydroxymethyl)-2-methyl-z-
propenamide, polyfluorooctyl methacrylate and rel- (1R,2R,4R)- 1 ,7,7-
trimethylbicyclo [2,7.l]hept-2-yl methacrylate, 2,2' U ,2-diazenediylbis( I -

, methylethylidene)lbis[4,5-dihydro- 1H-imidazole] hydrochloride (1 :2)-initiated

Use:
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Specific:

Generic: Water and oil repellant

Maxim-um l2-Month Production Volume: [-]

Test Data Subrnitted with_L _MN: none

IY. EBA.'S $.SSESSMENT OF EXPqSURE 4,ND RrSI!

The following are EPA's predictions regarding the probable human and environmental

toxicity, hurnan exposure and environmental release of the PMN substances, based on the

information currently available to the Agency.

HumAlr-Health Effects S ummary :

EPA has concerns about potential fluorinated incineration or other decomposition

products of the PMN substances. EPA expects that the PMN substances will degracle, based on

data on ], The PMltl substances may degrade to

l.

Based on available information, EPA has determined that the PMN subsiances may have

] impurities, The Company has agreed to

routinely monitor the levels in

] for the following analytes:

I:'TheCompanywilIalsoannuallymonitorth.E]Ievelsin[

l,
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incIudingestab1ishirrgoalibrationcuryeswheretheLoQdesiredi'E]'The

Company shall report all monitor{ng results on an annual basis.

The Company will work towards reducing the maximum amount of impurities f
During commerc,ial production, these impurities

are known to be produced partly by

It The Company has agreed to seek ways to minimize these impurities. The Company

has agreed to

EPA is conccrned that thcse perfluorinated products may be released to the environment

from incomplete incineration of the PMN substances at low temperatures, EPA has preliminary

evidence, including data on other , that suggests that, under some

conditions, the PMN substances could degrade in the environment. Based on data on analogous

chemicals, including PFOA and ], EPA has concerns that

these degradation products will persist in the environment, could bioaccumulate or biomagnify,

anrl could be toxic to people, wild mammals, and birds. The presumed perfluorinated degradturts

forthePMNsubstanceincludeil].ThereislimitedtoxicologicaldatainanirnaIson

f,] or precursors, which is summarized below,

PFOA is expected to persist for years in the environment. Biodegradation and photolysis

tests of analogous substances indicate little or no biodegradation or photolysis of perfluoroalkyl

compounds. Bioaccumulation concerns are bascd on the measured presence of certain

perfluoroalkyl compounds, including PFOA, in wildlife and in human blood samples, Toxicity

studies on PFOA indicate developmental, reproductive and systemic toxicity in various species,
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as well as possible cancer concerns. These factors, taken together, raise concerns for potential

adverse chronic effects in humans and wildlife. For additional information about PFOA, sonsult

the EPA regulatory docket at OPPT-2003-0012. Additional information about PFOA, fl,
and other perfluorinated substances may also be found in the Administrative Record,for PFOS,

PFOA, and Telonxers and Related Chenticals (AR-226), Administrative Record (AR-226) is not

currently available online, but copies can be requested on CD-ROM tiom the EPA Docket office

by callin g (202) 566-0280 or sending an email request to oppt.ncic@epa.gov.

Limitedtoxicological,ecologica1,andfatedatanowexiston[]andSomeofthe

fr-derivedpo1ymersandothersubstanceS;SeethePMNdocketfordataforthesespecific

PMNs. EPA previously received a pharmacokinetics stucly ot [I] ancl, for comparison,

perfluorobutane sulfonate ("PFBS") in the Cynomolgus Monkey. This study indicates that the

Serumhalf-1ifeofE]islessthan24hoursinthesemonkeys.Incomparison,theserum

half-life of PFOA has been shown to be 20.9 days in female monkeys and 32.6 days in male

monkeys. In addition, the serum half-life of PFOA in humans is approximately 3.8 years.

Anotlrerp1rarmacokineticsstudyon[]inratsshowedaserumhalf-lifeofonehouror

less'Thesedatasupporttheassessmentofreducedbioaccurnulationof[]relativeto

PF'OA,

I n 2007 ,EPA received a 90-day study with a reproduction screen on

f] with dose levels of 0, 20,100, and 500 mg/kgiday. EPA's review of this study

concluded that a no-observed adverse effect level ("NOAEL") was not established in this study

fbr systemic effects. Nasal tissue, liver, and thyroid effects were observed at 100 and 500

mg/kg/day; while body weight, red blood cell system, clotting and kidney effects were observed

at 500 mg/kg/day. The EPA reviewer concluded that, although not clearly dose related, the
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elevation of two markers for liver toxicify across all treated groups of males in clinical chemistry

and focal necrosis in the liver, across all treated groups of males, as well as in treated recovery

rnales, and the absence of this result in the controls, leads to thc conclusion that no l..lOAEL was

achieved,

F'or the one-generation reproductive toxicity component of this study, the reproductive

toxicity NOAEL is 500 rng/kg/day (the trighest dose tested). The systemic toxicity NOAEL tbr

Pl rats was 20 mgikg/day based on decreased body weightsfoody weight gains at 100 and 500

mgikg/day. The systemic toxicity for Fl adults is 100 mg/kg/day based on reduced body

weightsibody weight gains and reduced food consumption at 500 mglkglday. The

developmental toxicity NOAEL for FI pups was 100 mg/kglday based on decrease pup weights

at 500 mg/kg/day. The rats (P1 generation; 20ise#group) were administered gavage doses of 0,

20,100 or 500 mglkglday for 70 days pre-mating, and then mated for a maximum of 2 weeks to

produce 1 litter. Dosing was continued during mating, gestation, and lactation.

In 2005, a Combined Repeated-Dose Toxicify Study with Reproduction/Developmental

ScreeningTest.(oECDTestGuide}ine422)inratswasconductedon[],TheEPA

reviewofthesesubchronicandreproductivedatao,,[]conctudedthatfo,f],no

reproductive effects were seen at 50, 150, and 450i300 mgikg/day (450 was reduced to 300 in the

study on day 4 because of toxicity) dose levels; however, systemic effects--prirnarily liver

effects-.wereSeen,EPAreviewplacestheNoAELfor[]at50mg/kg/day'

In 2006, another 90-day oral repeated dose toxicity study (OECD Test Guideline 408)

was submitted with dose levels of 0 (vehicle control), 10, 50, or 200 mg/kg/day, based on the

previous Combined Stucly (OECD Test Guidelin e 422). EPA review sets the Lowest-Observed

Effect Level (..LOEL") or LOAEL at l0 mglkg/day, based on the lower body weight gains in all
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treated groups of males, There was treatment-related toxicity in the liver and the red blood cell

system (anernia) in rnales, as well as increased peroxisomal beta oxidation activity at 200

mglkg/day. Hepatotoxicity and pcroxisomal beta oxidation activity have been observed in

studies on PFOA

'l'he significance of the finding of a benign brain tumor (astrocytoma) in one male rat in

the high dose group is not clear. The tumor is not the type norrnally associated with PFOA-type

compounds, is not rare, and may be incidental. Abnormal histopathology observations in the

testes of 2 males and epididymides of 1 male, at the 200 mg/kgiday dose level, arc h sign of male

reproductive toxicity. Further testing should investigate male reproductive effects, From this

study, the potential for immunotoxic effects is low in contrast to some studies showing

imrnunotoxic effects from PFOA. Any investigation of immunotoxic effects should await the

corroborative studies now being,conducted by EPA, Office of Research and Development.

There were no clinical signs of neurotoxicity and there were no treatment-related effects in the

functional observation battery or motor behavior.

Twoother90-daystudieshavebeensubmittedon[].EPAreviewofthosestudies

concluded that therc were effects at higher doses. For one study, there wcre blood ancl liver

effects at the highest dose. ln the other study, there were effects seen at the two higher doses. In

the reproductive component of one of the studies, there were some effects at the highest dose

(500 mg/kgiday). These two studies had comparable dose levels.

A one-generation reproductiorVdevelopmental toxicity study in mice on the ammonium

salt of III (OECD 421, modified) was submitted to the Agency. In this study, pregnant

mice were administered the test substance via gavage during gestation days 6-18. The NOAEL

for maternal toxicity was 175 mg/k glday(the highest dose tested). Signs of developmental
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toxicity were observed at 175 mg/kg/day on the postnatal day 1 zurd consisted of increases in the

number of stillborn pups and pup deaths, reductions in the average pup body weight per litter,

and a pup with lenticular opacity. The NOAEL for developmental toxicity is 35 mg/kg/day.

A Chronic Toxicity, Carcinogenicity study was submitted in 2011. Doses were 2.5. 15,

and 100 mg/kglday for males and 5,30, and 200 mg/kg/day for females. EPA review

determined that no chronic toxicity or carcinogenicity effects were seen in the two lower doses.

Due to iimitations in the study, no determination could be made for the highest doses.

These and other data indicate a difTerent and less toxic profile f", lI], (a presumed

environmental degradant of the PMN substances), than for PFOA. However, based on: (l) the

persistenceof[];(2)potentialirrtermediatefateproducts;and,(3)thepossibilityor

likelihood that this substance may be used as a major substitute for some uses of PFOA, EPA

believesthatmoreinformationisneededonthetoxicityoff]andpossiblyother

environmentaldegradantsandthefate,andphysical/chernicalpropertiesof[]-derivedor

related polymers in the environment.

EPA also believes that additional reproductive and long-term toxicological studies on

f]inanimalsarewarranted.Further,EPAexpectsthatamodifiedreproductivetest
I

(OECD Test Guidelin e 421, modified) and a two year Carcinogenicity/Chronic Toxicity test in

rats (OECD Test Guideline 453 will also be conducted by other companies. The modifications

for the reproductive test include: (1) increase the parental sample size lo 20,(2) the duration of

the study should be extended to r-rntil the pups have reached sexual maturation, (3) parental males

should be dosed for I0 weeks prior to mating, (4) dosing of the parental animals should be

continued through lactation and then the pups should be directly dosed until they reach sexual

maturation, (5) pup body weight should be recorded on lactation days 0, 4, '7 , 14, and 2l and then
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at weekly intervals, (6) litter size can be standardized to 4 pups/litter on lactatiou day 4

(optional), (7) at weaning one pup/sex/litter can be randomly selected to follow until sexual

maturation, and (8) the time of sexual maturation should be recorded (i.e, vaginal opening and

preputial separation). An avian reproduction test (OECD 206) has also been conducted. In

acldition,comparativedata,especiallyonthepharmacokineticsof[]andother

perfluorinated substances will be developed by testing of the National Toxicology Program

[NTP) in the so called Perfluoro Class Study.

Marnmalian toxicity and aquatic studies were submitted for an analog to the PMN

substances. EPA believes that these are acceptable analogs for mammalian toxicity; however,

EPA questions the appropriateness of the analog for ecotoxicity due to differences in solubility.

EPA believes that additional characterization in mammalian studies of the PMN substances

would be valuable, but based on the above information will not require this additional data be

submitted.

En v i ro]Im ental Effe cts, $ umm ar.v_:

EPA expects the PMN substances or the degradants to be highly persistent. In addition,

there is high concern for possible environmental effects from the potential persistent degradation

productf1.AsstatedpreviousIy,theanaIogPFoAispersistentintheenvironrnent;hasa

long bioretention time in various species; has been detected in a number of species of wildlife,

including marine marnmals, and is considered toxic to mammalian and other species. The

toxicological properties and presence of PFOA in the environment continue to be investigated.

WhileI1PAhaslimitedacuteecotoxicologicaleffectsdataon[]infish,dapluria,and
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algae,additionalc1rronicdataonrc]isdesired.EPAanticipatesthesetestsarebeing

conducted by other companies.

EPAreceivedtheAvianReproductionTeston[]inlate2011.Thetestwas

conducted according to OPPTS 8502300, OECD 206 and FIFRA Subdivision E Section 7l-4

guidelines and under GLP conditions. Results shorved no adverse effects in adult northern

bobwhite quail exposed to 1,000 ppm,5,000 ppm or 10,000 ppm forbody weight, feed

consumption, or reproductive parameters. In addition, no effects were observed in the offspring

of the exposed adults. TheNOEC is I0,000 ppm or 964 mg4rglday. Although the original test

recomrnendationsincludedanalysisfo,L]oftheliversoftheadultbirdsaswellasthe

bloodandliversoftheoffspringforthepreSenceof[l,thefactthattheanaIysiswasnot

performed will not alter the validation of the study considering the lack of effects seen in adult

tissue at necropsy and the lack of signs of toxicity in both the adult and offspring as a whole. In

summary, the NOEC remains 10,000 ppm or 964 mg/kg/day.

Thermal and simutated incineration testing exists on some related polymers. This testing

indicates that incomplete incineration products are formed at lowcr incineration temperatures.

Modified Zahn-Wellens and Semi-Continuous Activated Sludge ("SCAS') biodegradation tests

have been conducted on some related polymers. EPA has determined that some related polymers

degrade, while another did not show signs of degradation during the tirne frame of the test. EPA

has received and reviewed test data showing that certain polymers with perfluoroalkyl

substituents degrade to form perfluoroalkyl containing intermecliates and perfluoroalkyl

containing organic acids. EPA expects that the PMN substances will degrade in this way,

Exp o sure and-En],ironm qltal- Bple.ase S umrlary :
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Manufacturing -

is expected to occur at ]. Occupational exposures ars

m]ReleasesoftlrePM}]substancestotheenvironmentu'*E]'

Processing -

expected to occur at Occupational exposures are

lis

It.ReleasesofthePMNsubstancestotheenvironment

is expected to

]. Occupational exposrres are

t.

r.ReleasesofthePMNsubstancestotheenvironment**[

v. EPA'SJIOI'{SIUSTONS OF !A.\]t{

The following findings constitute the basis of the Consent Order:

(a) EPA is unable to determine the potential for human health and environmental effects from

exposure of humans and aquatic organisms to the PMN substances, EPA therefore conclucles,

pursuant to $ 5(e)(lXAXi) of TSCA, that the information available to the Agency is insuffrcient

to permit a reasoned evaluation of the hurnan health and environmental.effects of the PMN

substances.
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(b) In light of the potential risk of human health and environmental effects posed by the

uncontrolled manufacture, import, processing, distribution in commerce, use, and disposal of the

PMN substances, EPA has concluded, pursuant to $ S(e)(lXAXiiXI) of TSCA, that uncontrolled

manufacture, import, processing, distribution in commerce, use, and disposal of the PMN

substances may present an unreasonable risk of injr.rry to human health and the environment.

(c) In light of the estinrated production volume of and human exposure to the PMI.-I substances,

EPA has further concluded, pursuantto $ 5(e)(lXAXii)(II) of TSCA, thatthe PMN substances

will be produced in substantial quantities and may reasonably be anticipated to enter the

environment in substantial quantities, and there may be significant (or substantial) human

exposure to the substance.

vI. q{{'oRMArIoN REOUTBEq rp EVALUATE ELUMAI$ HEALTH ANp

ENYTRONMENT.AL EF.FE CT S

Triegered Testing. The Order prohibits the Company from exceeding a specified

production volume unless the Company submits the information described in the Testing section

of this Order in accordance with the conditions specified in the Testing section.
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r#j UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D,C, 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

CONSENT ORDER

r. scopE gr APPLTCABTLTTY,ANp EXEMPTIQI{S

(a) Scope. The requirements of this Order apply to all commercial manufacturing, processing,

C;stribution in commerce, use and disposal of the chemical substances

(P-12-241) and

(P- 12-0242) ("the

PMN substances") in the United States by ] ("the Company"),

except to the extent that those activities are exempted by paragraph (b).
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(b) ExemptioUg. Manufacturing, processing, distribution in commerce, use and disposal of the

PMN substances is exempt from the requirements of this Order (except the requirements in the

Recordkeeping and Successor Liability Upon Transfer Of Consent Order sections) only to the

extent that (1) these activities are conducted in full compliance with all applicable requirements of

the following exemptions, and (2) such compliance is documented by appropriate recordkeeping as

rcquired in the Recordkceping section of this Order.

(1) Export, Until the Company begins commercial manufacture of the PMN substances

for use in the United States, the requirements of this Order do not apply to manufacture, processing

or distribution in commerce of the PMN substances solely for export in accordance with TSCA

$$12(a) and l2(b),40 CFR 720.3(s) and 40 CFR Pafi7A1 However, once the Company begins to

manufacture the PMN substances for use in the United States, no further activity by the Company

invoiving the PMN substances is exempt as "solely for exporto' even if some amount of the PMN

substances is later exported. At that point, the requirements of this Order apply to all activities

associated with the PMN substances while in the territory of the United States. Prior to leaving

U.S. territory, even those quantities or batches of the PMN substances that are destined for export

are subject to terms of the Order, and count towards any production volume test triggers in the

Testing section of this Order.

(2) Research & Development ("R&D"). The requirements of this Order do not apply to

manufacturing, processing, distribution in commerce, use and disposal of the PMN substances in

small quantities solely for research and development in accordance with TSCA $5(hX3),40 CFR

720,3(cc), and 40 CFR 720.36. The requirements of this Order also do not apply to manufacturing,

processing, distribution in commerce, use and disposal of the PMN substances when manufactured

solely for non-commercial research and development per TSCA $5(i) and 40 CFR 720.30(i).
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(3) Byproducts, The requirements of this Ordcr do not apply to the PMN substances when

it is produced, without separate com.mercial intent, only as a "byproduct" as defined at 40 CFR

720.3(d) ancl in compliance with 40 CFR 720.30(9).

(4) No Separate Comrne.rcial Purp..gqe. 'Ihe requirements of this Order do not apply to the

PMN substances when manufactured. pursuant to any of the exemptions in 40 CFR 720.30(h),

with no commercial purpose separate from the substance, mixture, or article of which it is a part.

(5) Imported Articles, The requirements of this Order do not apply to the PMN substances

when imported as part of an "article" as defined at 40 CFR 720.3(c) and in compliance with 40

cFR 720.22(bXl).

(c) Automatic Sunset. If the Company has obtained for the PMN substances a Test Market

Exernption ('.TME") under TSCA $s(hxl) and 40 CFR 720.38 or a Low Volume Exemption

('.LVE") or Low Itelease and Exposure Exemption ("LoREX") under TSCA $5(hX4) and 40 CFR

723.50(c)(l) and (2) respectively, any such exemption is automatically rendered null and void as

of the effective date of this Consent Order..

rr. TERMS, OF MANUFAQTURF,,IMPqBT. PROCESSTNG.
prsTRrBuTIoN IN COMMERCE, USE. AI-{D DISPQSAI"j

PE\LprNIl SUBMTSSTON ANp EVALUATIOI{
oF'INFOBMATION

PROHIBITIOIi

The Company is prohibited from manufacturing, importing, processing, distributing in

commerce, using, or disposing of the PMN substances in the United States, for any nonexempt

cornmercial purpose, pending the development of information necessary for a reasoned evaluation
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of the human health and environmental effects of the substance, and the completion of EPA's

review of, and regulatory action based on, that information, except in accordance with the

conditions described in this Order.

c HtrM rcAL SYNTHESJ s,Al:ir) CO\IPO $ ITI0N

(a) E-eptr.r-qtion. The Company shall not manufacture the PMN substances unless testing of the

] starting raw material, as supplied by the raw material supplier in a Certificate

of Analysis, meets the established purity levels as specifred in Table I and Table 2 of this Order,

If, within one year before the date of manufacture of the PMN substances, a product that contained

] products was processed or manufactured in the equipment at the

facility where the PMIrI substances are to be made, the Company shall test the Initially Isolated

Formulations of the PMN substances for the analytes specified in Table 3 of this Order to confirm

that cross-contamination from the manufacture of the products with I has not

occurred. Testing shall be conducted upon initial commencement of manufacture and at least

annually thcreafter, until one year after the date of the last manufacture or processing of a product

that contains ] products at the facility. No testing of Initially Isolated Formulations

of the PMN substances will be required if ] have not been previously

manufactured or processed in the facility. The Company shall submit all test protocols to EPA for

review prior to initiating testing. Protocols should be submitted to the OPPT Document Control

Office (7407M), 1200 Pennsylvania, Ave. N.W., Washington, D,C.20460; Attention: Program

Manager, I'Jew Chemicals Program, Chemical Control Division. EPA will respond to the

Company within four wecks ofrsceiving the rvritten protocols, The Company shall record the
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levels of irnpurities ] associated with the

PMN substances manufactured by the Company, &s specified below. The Company shall record

analytes present in the

(as shown in Table l).

] at each manufacturing facility using the raw material

Further, the Company will also annually record the analyte

present in the ] starting raw material (as shown

in Table 2). The Company shall make its best effort to minirnize these irnpurities. If any new

manufacturing facilities are added, or the manufacturing process is significantly altered, then the

PMhtr substances must be tested at commencement of these actions and annually thereafter.

(b) Reportine. The Company shall test representative samples of the Initially Isolated

, Formulations of the PMN substances manufachrred or irnported by the Company to determine

compliance with the requirements in paragraph (a). The Company shall test the Initially Isolated

Formulations of the PMN substances at each manufacturing facility both (l) at the initial

commencement of non-exempt manufacture of the PMN substances at that facility, and (2) atleast

annually thereafter during every year in which the PMN substances are manufactured at that

facility or imporled. If any new facility of manufacture is added, or if the process of manufacture

of the PMN substances or any intermediate thereof is significantly altered, then the Initially

Isolated Formulation of the PMN substances must be tested at commencement of these actions and

annually thereafter, If the PMN substance is imported, the Company shall obtain from the foreign

manufacturer written documentation to certify that representative samples of the imported form of

the PMN substances have been tested, consistent with the requirements of this paragraph (b) and

determined to comply with the requirements of paragraph (a).

The Cornpany shall report the above testing to EPA at initial cornmencement of
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manufacture or import and again if any new manufacturing facility is added or if the process of

manufacture of the PMN substances or any intermediate thereof is significantly altered, The

Company shall continue to report these impurity levels to EPA annually. This is consistent with

the current annual reporting cycle

], In addition to the reporting for the Initially Isolated Formulations of

the PMN suhstances themselves, the Company shall, for the starting raw

material, annually report (l ) the average values and the range of values, including outlying data,

for the routine testing for the analytes specified in Table I and (2) the results of the annual testing

for the analyte specifled in Table 2.

TABLB 1r Chemicals to be Routinely Tested in Starting Raw Material

Analyte CA$ Num,b'er

rIr rEr
EI r-l

(combined)

I
l
l
l
I

I

rEr
(combined)

TABLE 2: Chemicals to be Annually Tested in Starting Raw Material

An:alyte CAS Nurn'bor
Limit iu

t t
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TABLE 3: Chemicals to be Tested in the Initially Isolated Forrnulations
of the PMN Substance

Analyte CAS Number
Limit in Initially Isolated

Formulations

t
t
t
t

(combined)

l.

TESTING

(a) Section 8(e) Reportlng. Reports of information on the PMN substances which reasonably

supports the conclusion that the PMN substances presents a substantial risk of injury to health or

the environment and which is required to be reported under TSCA section 8(e) shall reference the

appropriate PMN idcntification numbers for these substances and contain a statement that the

substances are subject to this Consent Order. Additional information regarding section 8(e)

reporting requirements can be found at wwu,. epa. gav/oppr/tscafte.

(b) Notice of Stucly Scheduling- The Company shall notify, in writing, the EPA Monitoring

Assistance and Media Programs Divisio n (2227 A), Office of Enforcement and Compliance

Assurance, U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W,,

Washington, D.C. 20460, of the following information within 10 days of scheduling any study

required to be performed pursuant to this Order, or within 15 days aft*the effective date of this

Order, whichever is later:

(l) The date when the sturdy is scheduled to commence;

(2) The name and address of the laboratory which will conduct the study;
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(3) The narne and telephone number of a psrson at the Company or the laboratory whorn

EPA may contact regarding the study; and,

(4) The appropriate PMN identification number for each substance and a statement that the

substance is subject to this Consent Order.

(c) Good Laboratory Practice Standards and Test Protocols. Each study performed to address the

risks identified in this Order must be conducted according to TSCA Good Laboratory Practice

Standards at 40 CFR Part 792 and using methodologies generally accepted in the relevant

scientific community at the time the study is initiated. Before starting to conduct any study that

will use amodified version of a published test guideline, the Company must submit written test

protocols to EPA fbr review (submission of written test protocols is optional for tests that are to be

conducted using unmodified published test guidelines). Protocols must be submitted as a support

document for the PMN, using the procedures set out in 40 CFR 720.4A. EPA will respond to the

Company within 4 weeks of receiving the written protocols. EPA review of a test protocol does

not mean pre-acceptance of test results.

(d) Trigsered Testing Requiremenjs. The Company is prohibited from manufacturing or

importing the PMN substances beyond the aggregate manufacture and import volumes ("the

production limits"), unless the Company conducts the following studies on the PMN substances

and submits all final reports and underlying data in accordance with the conditions specified in this

Testing section.
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Study

Hydrolysis as a function of pt{ and

temperalure

Ready Biodeg

UV/Visible light absorption

Direct Photolysis

Indirect Photolysis Screening Test

Modified Semi-Continuous Activated Sludge

(SCAS) with analysis of degradation products

Aerobic/Anaerobic Transformation in Soil

Anaerobic Biodegradability of Organic

Compounds in Digested Sludge

Phototransformation of Chemicals in Soil

zD0Z,.Surfaces - 2 soils

Sirnulation Test-Aerobic Sewage Treatment

(Activated Sludge Units)

Aerobic and Anaerobic Transformation in

Aquatic Sediment Systems

Acute Inhalation Toxicity Test

. Test 0.uideline

0PPTS 83s.2130

OPPTS 835.3r t0

OPPTS 830.7050

OPPTS 835.2210

OPPTS 835.5270

0PPTS 83s.s04s/

OECD 3O2A

OECD 307

OECD 31I

Draft OECD

OECD 3O3A

OECD 308

OPPTS 870.1300

Tier 1

Tier 2

(e) Test Reports, The Company shallr (l) conduct each study in good faith, with due care, and in

a scientifically valid manner; (2) promptly furnish to EPA the results of any interim phase of each

study; and (3) submit the final report of each study (with an additional sanitized copy, if

confidential business information is involved) and all underlying data ('othe report and data") to
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EPA prior to exceeding the applicable production limit. The final report and data must be

submitted as a support document forthe PMNs, using the procedures set out in 40 CFR 720,40.

The final report shall contain the contcnts specified in 40 CFR 792.185. Underlying data shall be

submitted to EPA in accordance with the applicable "Reportiilg," "Data and Reporting," and 'oTest

Repofi" subparagraphs in the applicable test guidelines. However, for purposes of this Consent

Order, tlte word'oshould" in those subparagraphs shall be interpreted to mean *'shall" to make clear

that the surbmission of such information is mandatory. EPA will require the submission of raw

data such as slides and laboratory notebooks only if EPA finds, on the basis of professional

judgment, that an adequate evaluation of the study cannot take place in the absense of these items,

(0 T-estiqe Waivers. The Compally is not required to conduct a study specified in paragraph (d) of

this Testing section if notified in writing by EPA that it is unnecessary to conduct that study.

(g) Equivocal Data. If EPA finds that the data generated by a study are scientifically equivocal,

the Company may continue to manufacture and import the PMN substances beyond the applicable

production limit. To seek relief from any other restrictions of this Order, the Company may make

a second attempt to obtain unequivocal data by reconducting the study under the conditions

specified in paragraphs (b), (c), and (e) (except that the study may be submitted after reaching the

applicable production limit). The testing recluirements may be modified, as necessary to permit a

reasoned evaluation of the risks presented by the PMN substances, only by mutual consent of EPA

and the Company.
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(h) EPA Determirlation of Invalid DAta.

(1) Except as described in subparagraph (hX2), if within 6 weeks of EPA's receipt of a

test report and data, the Company receives written notice that EPA finds that the data generated by

a study are scientifically invalid, the Company is prohibited from furrher nranufacture and import

of the PMN substance beyond the applicable production limit,

(2) The Cornpany may continue to manufacture and import the PMN substzurces beyond

the applicable production limit only if so notified, in writing, by EPA in response to the

Company's complianse with either of the following subparagraphs (hxzxi) or (h)(z)(ii).

(i) If there is sufficient time to reconduct the study in compliance with paragraphs

(b), (c), and (e) before exceeding the production limit specified in paragraph (d), the Company

may reconduct the study. If there is insufficient time to reconduct the study in compliance with

paragraphs (b), (c), and (e) before exceeding the production limit specified in paragraph (d), the

Company rnay exceed the production lirnit, but must otherwise cornply with paragraphs (b), (c),

and (e), and shall submit the report and data to EPA within a reasonable period of time, all as

specified by EPA in the notice described in subparagraph (hxl). EPA will respond to the

Company, in writing, within 6 weeks of receiving the Company's report and data,

(ii) The Company ffiay, within 4 weeks of receiving frorn EPA the notice described

in subparagraph (hX1), submit to EPA a written repofi refuting EPA's finding. EPA will respond

to the Company, in writing, within 4 weeks of receiving the Company's report,

(i) Cgmpanli DeterrEination of Invalid Data.

(l) Except as described in subparagraph (ixz), if the Company beconres aware that

circumstances clearly beyond the control of the Company or laboratory will prevent, or have
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prevented, development of scientifically valid data under the conditions specified in paragraphs (c)

and (e), the Company remains prohibited from further manufacture and import of the PMN

substance beyond the applicable production limit,

(2) The Company may submit to EPA, within 2 weeks of first becoming aware of such

circumstances, a written statement explaining why circumstanccs clearly beyond the control of the

Company or laboratory will cause or have caused development of scientifically invalid data. EPA

will notify the Cornpany of its response, in writing, within 4 weeks of receiving the Company's

report, EPA's written response may either:

(i) allow the Company to continue to manufacture and irnport the PMN substance

beyond the applicable production limit, or

(ii) require the Cornpany to continue to conduct, or to reconduct, the study in

compliance with paragraphs (b), (c), and (e), if there is sufficient time to conduct or reconduct the

study and submit the report and data to EPA before exceeding the production limit specified in

paragraph (d). If there is insufficient time for the Company to comply with paragraphs (b), (c),

and (e) before exceeding the production limit specified in paragraph (d), the Company may excced

the production limit, but must otherwise comply with paragraphs (b), (c), and (c), and shall submit

the report and data to EPA within a reasonable period of time, all as specified by EPA in the notice

described in subparagraph (ixz). EPA will respond to the Company, in writing, within 6 weeks of

receiving the Cornpany's report and data, as to whether the Company may continue to manufacture

and import beyond the applicable production limit.
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fi) Unrea$onable Risk,

( I ) EPA may notify the Company in writing that EPA finds that the data generated by a

study are scientifically valid and unequivocal and indicate that, despite the terms of this Order, the

PMN substances will or may present an unreasonable risk of injury to human health or the

environment. EPA's notice may specify that the Company undertake cefiain actions concerning

further testing, manufacture, import, processing, distribution, use and/or disposal of the PMN

substances to mitigate exposures to or to better characterize the risks presented by the PMN

substances. Within 2 weeks from receipt of such a notice, the Company rnust eease all

manufacture, import, processing, distribution, use and disposal of the PMN substances, unless

either:

(1) within 2 weeks frorn receipt of the EPA notice, the Company complies with

such requirements as the notice specifies; or

(2) within 4 weeks from receipt of the EPA notice, the Company submits to EPA a

written report refuting EPA's finding and/or the appropriateness of any additional requirements

imposed by EPA. The Company may continue to manufacture, import, process, distribute, use and

dispose of the PMhl substances in accordance with the terms of this Order pending EPA's response

to the Company's written report. EPA will respond to the Company, in writing, within 4 weeks of

receiving the Company's report, Within 2 weeks of receipt of EPA's written response, the

Company shall comply with any requirements imposed by EPA's rcsponse or cease all

manufacture, import, processing, distribution, use and disposal of the PMN substances,

(k) Other Requirement$. Regardless of the satisfaction of any other conditions in this Testing

section, tJre Company must continue to obey atl the terms of this Consent Order until otherwise
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notified in writing by EPA. The Cornpany ffi&y, based upon submitted test data or other relevant

information, petition EPA to modify or revoke provisions of this Consent Order pursuant to Part

VI. of this Consent Order.

RISK NPTIFICATISIT

(a) If as a result of the test data required under the terms of this Order, the Cornpany becomes

aware that the PMN substance may present a risk of injury to health or the environment (or is so

notified by EPA), the Company must incorporate this new inforrnation, and any information on

methods for protecting against such risk, into a Material Safety Data Sheet ("MSDS"), u*

described in 40 CFR section 721.72(c), within 90 days frorn the time the Cornpany becomes aware

of the new information. If the PMN substances are not being manufactured, imported, processed,

or used in the Cornpany's workplace, the Company must add the new information to an MSDS

before the PMN substances are reintroduced into the workplace.

(b) The Company must ensure that persons who will receive the PMN substances from the

Company, or who have reseived the PMI.J substances from the Company within 5 years from the

date the Company becomes aware of the new information described in paragraph (a) of this

section, ars provided an MSDS containing the information required under paragraph (a) within 90

days frorn the time the Company becomes aware of the new information.

MANUF'AqTUETNG

(aXI) Prghibition. The Company shall not cause, encourage, or suggest the manufacture or import

of the PMN substances by any other person,
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(2) Sunset fqUo.wing SNUR. Subparagraph (aXl) shall expire 75 days afterpromulgation

of a final significant new use rule ("SNUR") governing the PMN substanses under section 5(aXz)

of TSCA unless the Cornpany is notified on or before that day of an action in a Federal Courl

seeking judicial revierv of the SNUR. If the Company is so notified, subparagraph (aX1) shatl not

expire until EPA notifies the Cornpany in writing that all Federal Court actions involving the

SNUR have been resolved and the validity of the SNUR affumed

(3) NpJice o-f.$hlUR. When EPA promulgates a final SNUR for the PMN substances and

subparagraph (aX1) expires in accordance with subparagraph (aXZ), the Company shall notify each

pcrson whom it causes, encourages or suggssts to manufacture or import the PMN substances of

the existence of the SNUR,

(b) The Company shall not manufacture the PMN substances beyond an annual manufacture and

irnportationvolum'of[]forP.t2.0241andf]forP-12-0242,

USE

(a) The Company shall not use the PMN substances

DISTRIBUTTON

(a) Export Notice._Requiremelt. No later than the date of distribution, the Company shall notify in

writing any person to whom it distributes the PMN substance that, due to the issuance of this

Consent Order under section 5(e) of TSCA, the PMN substances are subject to the export

notification requirements of TSCA section 12(b) and 40 CFR Part707 Subpart D. Such notice
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shall contain, in the form in which it appears in this Consent Order, the following information: (1)

the PMN number, and (2) either (A) the specific chemical identity of the PMN substances, or (B) if

the specific chemical identity is qonfidential, the generic chemical identity.

(b) Distribution Requiletnents, The Company shall distribute the PMN substanses outside the

Company, other than for disposal, only to a person who has agreed in writing prior to the date of

distribution, to:

( I ) Notify in writing any person to whom it distributes the PMN substances that, due to the

issuance of this Consent Order under section 5(e) of TSCA, the PMN substance is subject to the

export notification requirements of TSCA section 12(b) and 40 CFR Part707 Subpart D, Such

notice shall contain, in the form in which it appears in this Consent Order, the following

information: (l) the PMN number, and (2) either (A) the specific chemical identity of the PMN

substances, or (B) if the specific chemical identity is confidential, the generic chemical identity.

(c) Tempolary Transport And Storage. Notwithstanding paragraph (b), the Company may

distribute the PMN substance outside the Company for temporary transport and storage in sealed

containers provided the following three conditions are met:

(l) Subsequent to any such exempt temporary transport or storage of sealed containers, the

PMN substance may be distributed only to the Company or a person who has given the Company

the written agreement required by paragraph (b).

(2) Not further distrihute the PMN substances to any other person, other than for disposal,

(3) Not use the PMN substances in
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(2) Any human exposure or environmental release resulting from opening the sealed

containers and removing or washing out the PMN substance rnay occur only while the PMN

substance is in the possession and control of the Company or a person who has given the Cornpany

the written agreement required by paragraph (b).

(d) Recinierlt-Non-Compliance. If, at any time after commencing distribution in commerce of the

PMN substance, the Company obtains knowledge that a recipient of the substance has failed to

comply with any of the conditions specified in paragraph (b) of this Distribution section or, after

subparagraph (bX2) expires in accordanee with subparagraph (eXI), has engaged in a significant

new use of the PMN substance (as deflned in 40 CFR Pafi721, Subpart E) without submitting a

significant new use notice to EPA, the Company shall cease supplying the substance to that

recipient, unless the Company is able to document each of the following:

( I ) That the Company has, within 5 working days, notified the recipient in u"riting that the

recipient has failed to comply with any of the conditions specified in paragraph (b) of this

Distribution section, or has engaged in a significant new use of the PMN substance without

subrnitting a significant new use notice to EPA.

(2) That, within 15 working days of notifying the recipient of the noncompliance, the

Company received from the recipient, in writing, a statement of assurance that the recipient is

aware of the terms of paragraph (b) of this Distribution section and will comply with those terms,

or is aware of the terms of the significant new use rule for the PMN substance and will not engage

in a significant new use without submitting a significant new use notice to EPA.

(3) If, after receiving a statement of assurance from a recipient under subparagraph (dX2)

of this Distribution section, the Company obtains knowledge that the recipient has failed to cornply
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with any of the conditions specified in paragrytr (U) of this Distribution section, or has engaged in

a significant new use of the PMN substance without submitting a significant new use notice to

EPA, the Company shall cease supplying the PMN substance to that recipient, shall notify EPA of

the failure to comply, and shall resume supplying the PMN substance to that recipient only upon

written notification from the Agency.

(e) Sunset Following SNUR. (l) Subparagraph (bxz) ofthis Distribution section shall expire 75

days afterpromulgation of a final SNUR for the PMN substance under section 5(aX2) of TSCA,

unless the Company is notificd on or bcfore that day of an action in a Federal Court seeking

judicial review of the SNUR. If thc Company is so notified, subparagraph (bX2) of this

Distribution section shall not expire until EPA notifies the Company in writing that all Federal

Court actions involving the SNUR have been resolved and the validity of the SNUR affirrned.

(2) When EPA promulgates a final SNUR for the PMN substance and subparagraph (bX2) of this

Distribution section expires in accordance with subparagraph (eXl), the Company shall notify each

person to whom it distributes the PMN substance of the existence of the SNUR. Such notification

must be in writing and must specifically include all limitations contained in the SNUR which are

defined as significant new uses, ffid which would invoke significant new use notification to EPA

for the PIv{N substance. Such notice must also reference the publication of the SNUR for this

PMN substance in either the Federal Resister or the Code of Federal Regulations. After

promulgation of a SNLJR and expiration of subparagraph (bxz), such notice may suhstitute for the

written agreement required in the introductory clause of paragraph (b); so that, if the Company

provides such notice tr: the persons to whom it distributes the PMN substance, then the Company

is not required to obtain from such persons the written agreement specified in paragraph (b).
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rrr. BE$0RDI(EEPIIIG

(a) Rec.-ords. The Company shall maintain the following records until 5 years after the date they

are created and shall make them available for inspection and copying by EPA in accordance with

section ll ofTSCA:

(l) Exemption$. Records documenting thatthe PMN substance did in fact qualify for any

one or more of the exemptions described in Section I, Paragraph (b) of this Order. Such records

must satisfy all the statutory and regulatory recordkeeping requirernents applicable to the

exemption being claimed by the Company. Any amounts orbatches of the PMN substance

eligible for the export only exemption in Section I, Paragraph (bxl) of this Order are exempt from

all the requirements in this Recordkeeping section, if the Company maintains, for 5 years from the

clate of their creation, copies of the export label and export notice to EPA, required by TSCA

sections 12(aXl)(B) and 12(b), respectively. Any amounts or batches of the PMI{ substance

eligible for the research and developrnent exemption in Section I, Paragraph (bX2) of this Order

are exempt from all the requirements in this Recordkeeping section, if the Company maintains, for

5 years from the date of their creation, the records required by 40 CFR 720.78(b). For any

amounts or batches of the PMN sttbstance claimed to be eligible for any other exemption described

in Section I, Paragraph (b) of this Order, the Company shall keep records demonstrating

qualification for that exemption as well as the records specified in paragraphs (2) and (3) below,

but is exempt from the other recordkeeping requirements in this Recordkeeping section;

(2) Records documenting the manufacture and importation volume of the PMN substances

and the corresponding dates of manufacture and import;



-20_

(3) Records docurnenting the names and addresses (including shiprnent destination

address, if different) of all persons outside the site of manufacture or import to whom the Company

directly sells or transfers the PMN substance, the date of each sale or transfer, and the quantity of

the substance sold or transfered on such date;

(4) Records documenting the address of all sites of manufacture, import, processing, and

use to which the Company sells or transfers the PMN substances;

(5) Records documenting complizurce with any applicable manufacturing and use in the

Chernical Composition, Manufactruing, Use, Risk Notification, and Distribution sections of this

Order,

(6) Copies of any Transfer Documents and notices required by the Successor Liability

section of this Order, if applicable; ancl,

(7) The Company shall keep a copy of this Order at each of its sites where the PMN

substance is manufactured or imported.

(b) Applicability. The provisions of this Recordkeeping Section are applicable only to activities

of the Company and its Contract Manufacturer, if applicable, and not to activities of the

Company's customers,

(c) OMB Control Numbgl Under the Paperwork Reduction Act and its regulations at 5 CFR Part

1320, particularly 5 CFR 1320.5(b), the Company is not required to respond to this "collection of

information" unless this Order displays a currently valid control number from the Office of

Management and Budget ("OMB"), and EPA so informs the Company. The "collection of
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information" required in this TSCA $5(e) Consent Order has been approved under currently valid

OMB Control Numher 2070-0012.

r.v, R rlsIJE sTs. FoR PRE-r NSI'E-qTI OI{. r N FOF MATI Or'{

(a) EPA's Request &I InformAtioq. Prrsuant to section 1l of TSCA and 40 CFR 720.122,E,PA

may occasionally conduct on-site compliance inspections of Company facilities and corlveyances

associated rvith the PMN substances. To facilitate such inspections, EPA personnel may contact

the Company in advance to request information pertinent to the scheduling and conduct of such

inspections. Such requests may be written or oral. The types of information that EPA may request

include, but are not limited to, the following:

(t) Expected dates and times when the PMN substances will be in production within the

subsequent l2 months;

(2) Current workshift schedules for workers who are involved in activities associated with

the PMN substance and may reasonably be exposed to the PMN substances.;

(3) Current job titles or categories for workers who are involved in activities associated

with the PMN substances and may reasonably be exposed to the PMN substance;

(4) Existing exposure monitoring data for workers who are involved in activities

associated with the PMN substance and may reasonably be exposed to the PMN substances;

(5) Records required by the Reoordkeeping section of this Order; and/or,

(6) Any other information reasonably related to determining compliance with this Order or

conducting an inspection for that purpose.
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(b) Compan)r'g Respou-q. The Company shalt respond to such requests within a leasonable

period of time, but in no event later than 30 days after receiving EPA's request. When requested

in writing by EPA, the Cornpany's response shall be in writing. To the extent the information is

known to or reasonably ascertainable by the Company at the time of the request, the Company's

response shall demonstrate a good faith effort to provide reasonably accurate and detailed answers

to all of EPA's requests

(c) Confidential Business Information. Any Confidential Business Information ("CBI") that the

Company submits to EPA pursuant to paragraph (b) shall be protected in accordance with $14 of

TSCA and 40 CFR Part 2.

v. succEss-gF Lr+EIUTY uPolI TRANSFER QF CQN$p,Nr QRrlEts

(a) Scope. This section sets forth the procedures by which the Company's rights and obligations

under this Order may be transferred when the Company transfers its interests in the PMN

substance, including the right to manufacture the PMN substances, to another person outside the

Company (the "successor in Interest").

(b) Relation of Transfer. Date to Notice of Commencement ("NOC").

(l ) Before-NOC, If the transfer from the Company to the Successor in Interest is effective

before EPA receives a notice of commencement of manufacture or import ("NOC") for ths PMhl

substances from the Company pursuant to 40 CFR 720.102, the Successor in lnterest rrust submit

a new PMN to EPA and comply fully with Section 5(a)(l) of TSCA and 40 CFR part720 before

sommencing manufacture or import of the PMN substances.
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(2) After I.JOC. If the transfer from the Company to the Successor in Interest is effective

after EPA receives a NOC, the Successor in Interest shall cornply with the terms of this Order and

shall not be required to submit a new PMN to EPA.

(c) Definitiu$. The following definitions apply to this Successor Liability section of the Order:

(1) "successor in Interest" means a person outside the Company who has acquired the

Cornpany's full interest in the rights to manufacture the PMN substance, including all ownership

rights and legal liabilities, through a transt-er document signed by the Company, &s transferor, and

the Successor in Interest, as transferee. The term excludes persons who acquire less than the fu]l

interest of the Company in the PMN substance, such as a licensee who has acquired a limited

license to the patent or manufacturing rights associated with the PMN substance. A Successor in

Interest must be incorporated, Iicensed, or doing business in the United States in accordance with

40 CFR 720.22(a)(3) and 40 CFR 720.3(z),

(2) "Transfer Document" means the legal instrument(s) used to convey the interests in the

PMN substance, including the right to manufacture the PMN substance, from the Company to the

Successor in Interest.

(d) Noticcs.

( 1 ) Notige. tp Successor in lItere$!. On or before the effective date of the transfer, the

Company shall provide to the Successor in Interest, by registered mail, a copy of the Consent

Order and the "Notice of Transfer" document which is incorporated by reference as Attachment B

to this Order.
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(2) Notice to EPA. Within 10 business days of the effective date of the transfer, the

Compuury shall, by registered mail, submit the fully executed Notice of Transfer document to:

U.S. Environmental Protection Agency, New Chemicals Management Branch (7405), i200

Pennsylvania Avenue, N.W., Washington, D.C. 20460.

(3) Transfer.Document- Copies of the Transfer Document must be maintained by the

Successor in Interest at its principal place of business, and at all sites where the PMN substance is

manufactured or imported. Copies of the Transfer Document must also be made available for

inspection pursuant to Section I 1 of TSCA, must state the effective date of transfer, and must

contain provisions which expressly transfer liability for the PMN substance under the terms of this

Order from the Cornpany to the Successor in Interest.

(e) Liability.

(l) The Company shall be liable for cornpliance with the requirements of this Order until

the effective date of the transfer described above.

(2) The Successol' in Interest shali be liable for compliance with the requirements of this

Order effective as of the date of transfer.

(3) Nothing in this section shall be construed to prohibit the Agency from taking

enforcement action against the Company after the effective date of the transfer for actions taken, or

omissions made, during the tinre in which the Company manufactured, processed, used, distributed

in commerce, or disposed of the PMN substances pursuant to the terms of this Consent Orcler.

(f) Oblieations to Submit Test Data under Consent Order. If paragraph (d) of the Testing section

of this Consent Order requires.the Company to submit test data to EPA at specified production
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volumes ("test triggers"), the aggregate volumes of the PMN substances manufactured and

imported by the Company up to the date of transfer shall count towards the test triggers applicable

to the Successor in Interest,

vL MoqlFxcArl_qF{.4ryD REyQqATIqN 9r poNSENr 0RDEB

The Company may petition EPA at any time, based upon new information on the human

health or environmental effects of, or human exposure to or environmental release of the PMN

substance, to modiff or revoke substantive provisions of this Order. The exposures and risks

identified by EPA during its review of the PMN substance and the information EPA determined to

be necessary to evaluate those exposures and risks are described in the preamble to this Order.

However, in determining whether to amend or revoke this Order, EPA will consider all relevant

information available at the time the Agency makes that determination, including, where

appropriate, any reassessment of the test data or other information that supports the findings in this

Order, an exarnination of new test data or other information or analysis, and any other relevant

information.

EPA will issue a modification or revocation if EPA determines that the activities proposed

therein will not present an unreasonable risk of injury to health or the environment and will not

result in significant or substantial human exposure or substantial environmental release in the

absence of data sufficient to pcrmit a reasoned evaluation of the health or environrnental effccts of

the PMN substance,

In addition, the Company may petition EPA at any time to rnake other modifications to the

language of this Order. EPA will issue such a modification if EPA deterrnines that the



-26-

modification is useful, appropriate, and consistent rvith the structure and intent of this Order as

issued.
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(a) Waiver. By consenting to the entry of this Order, the Company waives its rights to file

objections to this Order pursuant to section 5(e)(1XC) of TSCA, to receive servicc of this Order no

later than 45 days before the end of the review period pursuant to section 5(e)(lXB) of TSCA, and

to challenge the validity of this Order in any subsequent action. Consenting to the entry of this

Order, and agreeing to be bound by its terms, do not constitute an admission by the Company as to

the facts or conclusions underlying the Agency's determinations in this proceeding. This waiver

does not affect any other rights that the Company may have under TSCA,

(b) CBI Brackets. By signing this Order, the Company represents that it has carefully reviewed

this document and hereby agrees that all information herein that is clairned as confidential by the

Company (per section 14 of TSCA, 40 CFR Pafi 720 Subpart E, and 40 CFR Part 2) is correctly

identified within brackets and that any information that is not bracketed is not claimed as

confrdential, To make this document available for public viewing, EPA will remove only the

information contained within the brackets

)r
Date o

Chemical Control Division
Office of Pollution Prevention and Toxics

Maria J. Doa,

Title: ftqg; +
Company:



AI'TACHMBNT A

DEFINITIONS

[Note: The attached Order 
.may 

not conlain some of the terms defined below,J

"Chemical name" means the scientific designation of a chemical substance in accordance

with the nomenclature system developed by the Chernical Abstracts Service's rules of
nomenclatureo or a narne which will clearly identify a chemical substanse for the purpose of
conducting a hazard evaluation.

"Chemical protective clothing" means items of clothing that provide a protective barrier to
prevent dermal contact with chemical substances of concern. Examples can include, but are not
limited to: full body protective clothing, boots, coveralls, gloves, jackets, and pants.

"Company" means the person or persons subject to this Order.

o'Commercial use" means the use of a chernical substance or any mixture containing the
chemical substance in a commercial enterprise providing saleable goods or a service to consumers
(e.g., a commercial dry cleaning establishment or painting contractor).

"Common nams" rneans any designation or identification such as code nAme, code number,
trade name, brand name, or generic chemical name used to identify a chernical substance other
than by its chemical name.

"Consumer" means a private individual who uses a chemical substance or any product
containing the chernical substance in or around a perrnanent or temporary household or residence,
during recreation, or fbr any personal use or enjoyment,

'*Consumer product" means a chemical substance that is directly, or as part of a mixture,
sold or made available to consumers for their use in or around a permanent or temporary
household or residence, in or around a school, or in recreation.

"Container" means any bug,barrel, boftle, box, can, cylincler, drum, reaction vessel, storage
tank, or the iike that contains ahazardous chemical. For purposes of this section, pipes or piping
systems, and engines, fuel tanks, or other operating systems in a vehicle, are not considered to be

containers.

"Contract Manufacturer" means a person, outside the Company, who is authorized to
manufacture and import the PMN substance under the conditions specified in Part IL of this
Consent Order and in the Consent Order filr Contract Manufacturer.

"Identity" means any chemical or common name used to identify a chemical substance or a
mixture containing that substance.
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"lmmediate use." A chemical substance is for the 'oirnmediate use'l of a person if it is under

the control of, and used only by, the person who transferred it fronr a labeled container and will
only be used by that person within the work shift in which it is transfbrted from the labeled

container.

"Impervious." Chemical protective clothing is "impervious" to a chemical substance if the

substance causes no chemical or mechanical degradation, permeation, or penetration of the

chemical protective clothing under the conditions of, and the duration of, exposure.

"Manufacturing stream" means all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations

of manufacture, including the cleaning of equipment.

"l,rlSDS" means material safety data sheet, the written listing of data for the chemical

substahce.

"NIOSH" means the National Institute for Occupational Safety and Health of the U.S.
Department of Health and Human Services,

"Non-encloscd process" means any equipment systern (such as an open-top reactor, storage

tank, or mixing vessel) in which a chemical substance is manufactured, processed, or otherwise
used where significant direct contact of the bulk chemical substance and the workplace air may
occur.

"Non-industrial use" means use other than at a facilify where chemical substances or
mixtures are manufactured, imported, or ptrocessed.

"PMN substance" means the chemical substance described in the Premanufasture notice
submitted by the Company relevant to this Order.

"Personal protective equipment" means any chemical protective clothing or device placed

on the body to prevent contact with, and exposure to, an identified chemical substance or
substances in the work area, Examples include, but are not lirnited to, chemical protective
clothing, aprons, hoods, chemical goggles, face splash shields, or equivalent eye protection, and

various Upes of respirators. Barrier creams are not included in this definition.

"Process stream" means all reasonabty anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, through all intended operations of
processing, including the cleaning of equipment.

'*Scientifically invalid" means any significant departure from the EPA-reviewed protocol or
the Good Laboratory Practice Standards at 40 CFR Part792 without prior or subsequent Agency
review that prevents a reasoned evaluation of the health or environmental effects of the PMN
substance.
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"scientifically equivocal data" means data which, although developed in apparent
conformity with the Good Laboratory Practice Standards and EPA-reviewed protocols, are

inconclusive, internally inconsistent, or otherwise insufficient to perrnit a reasoned evaluation of
the potential risk of injury to human health or the environment of the PMN substance.

"Sealed container" means a closed container that is physically and chemically suitable for
long-term containment of the PMN substance, and from which there will be no human exposure to,
nor environmental release of, the PMN substance during transport and storage.

"Use stream" rneans all reasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, through all intended operations of
industrial, commercial, or consurner use.

o'Waters of the United States" has the meaning set forth in 40 CFR 122.2.

'iWork area" means a room or defined space in a workplace where the PMN substance is
manufactured, processed, or used and where employees are present.

"Workpl ace" rleans an establishment at one geographic location containing one or more
work areas.



ATTACHME]YT B

NOTICE OF TR,ANSFER
oF

TOXIC SUBSTANCBS CONTROL ACT
SECTION 5(e) CONSENT ORDER

Company (Transferor) PMN Number

L Trp.ngfff of Manufacture Riehts. Effective on

otherwise transfcr to
, the Company did sell or

, ("Successor in Interest") the rights
and liabilities associated with manufacture of the above-referenced chemical substance, which was
the subject of a premanufacture notice ("Ph{NI") and is governed by a Consent Order issued by the
U.S. Environmental Ilrotection Agency ("EPA") under the authority of $5(e) of the Toxic
Substances Control Act ("TSCA," 15 U.S.C. $2604(e)).

2. ASsUnptipn of'Liability. The Successor in Interest hereby certifies that, as of the effective date
of transfer, all actions or omissions governed by the applicable Consent Order limiting
nranufacture, processing, use, distribution in commerce and disposal of the PMN substance, shall
be the responsibility of the Successor in Interest, Suscessor in Interest also certifies that it is
incorporated, licensed, or doing business in the United States in accordance with 40 CFR
720.27(aX3 ).

3. Confidential Business Information. The Successor in Interest hereby:

_ reasserts,

_ relinquishes, or

_ modifies

all Confidential Business Information ('*CBI") claims made by the Company, pursuant to Section
14 of TSCA and 40 CFR part2, for the PMN substance(s). Where "reasserts" or "relinquishes" is

indicated, that designation shall be deemed to apply to all such clairns. Where "modifies" is
indicated, such rnodification shall be explained in detail in an attachment to this Notise of
Transfer. Information which has been previously disclosed to the public (e.g., a chernical identity
that was not claimed as CBI by the original submitter) would not subsequently be eligible for
confidential treatment under this Notice of Transfer.



Company (Transferor)

Signature of Authorized Official

Printed Name of Authorized OfTicial

Title of Authorized Official

Successor in Interest

Signature of Authorized Official

Printed Name of Authorized Official

Title of Authorized Official

Address

City, State, Zip Code

NOTICB OF TRANSFER OF
TOXIC SUBSTANCES CONTROL ACT

SECTI0N 5(e) CONSENT ORDER

(continued)

PMN Number

Date

Date



NOTICE OF TRANSFER OF
TOXIC SUBSTANCBS CONTROL ACT

SECTION 5(e) COF{SENT ORDER
(continued)

Successor's Technical Contact

Address

City, State, Zip Codc

Phone


